KPATKA XAPAKTEPHCTHKA HA JEKAPCTBEHHS NMPOAYKT
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1.  MME HA JJEKAPCTBEHMUS HPOJAYKT

Cumunacas Jpa#i Aii kanku 3a oum, pa3TBop
Similasan Dry Eye, eye drops, solution

 Kow Pea. Vs ..

1 g (= 22 xanku) cpaBpKa;

303,33 mg Atropa bella-donna D6,
303,33 mg Euphrasia 3¢ D6,

303,33 mg Hydrargyrum bichloratum Dé.

3a ITBJIHAA CIIHCEK HA NOMOIHUTE BEILECTBA BHKTeE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Kamnku 3a oun, pasteop
Crepunen, npospauen, Geanperen pasTaop.

4.  KJIHHWYHMU JTAHHH

4.1 TepanesTHunn NokazaHug
XOMeonaTHyeH NEKapCTBEH NPOIYKT

B c¢botBercTBHe ¢ xoMeonaTHYHHTE npuHudny Camunacan Mpaii A, kalky 3a OYH MOXEe Oa ce
H3TIOTI3Ba JIOKAITHO 3a O0JICKYaBaHe MPH3HALIMTE H CHMIITOMUTE Ha:

— OvyHa cyxora;

— Bw3ananenue, 3a4epBABAHE HA OUUTE U KINenavuTe,;

— PednekcHo cri3eHe, BCIeACTBHE Ha 0YHATA CYXOTa,
~ YcelaHe 3a nacek B 0UuTe;

— YYBCTBHTENHOCT KBM CBET/IHHA.

H3nonspaneTo Ha To3H XOMCOIIAaTHYCH JICKapCTBEH IIPOAYKT €€ OCHOBaBa CaM0 Ha XOMCOTIaTHYEH -
OITHT.,

Ipn Texxxn GpopMu Ha Te3w 3a6019BaHHA ce [MPENOpHYBaA KINMHAYHO A0KA3aHa TEPAIlHA.
4.2 Jd03MpoBKa B HAYHH HA NpHIOKEHHE

oauposka
Hena HaJ 2-TOAMMIHA BE3PACT U BB3PACTHU: 1-2 KAIKK BBB BCIKO OKO BEAHBX HIITH HAKOJKO ITETH HaA

ACH,

IleanaTpu4yna nmonyaauun :
He ce npenoprusa u3nomsaneTo Ha CHMHTacaH Hpait Aii ipy nena nox 2-roguimHa Bh3PacT, Nopagu
JIUIICA HA JAHHMN.

Haqux Ha OPHAQKECHUE

3a OYHO MMPHIOKEHHE.
~ Mekara yact Ha alUIMKaTOpa-KanmKoMep ce MPUTHCKA ¢ JBa [IpBCTa U KANKUTE CE_KAN4T B

- .

OKOTO. VL U
— /la ce u36ara A0KOCBaHE Ha BHPXA HA AIUTHKATOPA-KANIKOMEp C IPBCTH K ,IIHIF)
C OKOTO. TS
i X



— Cren ynotpe6a Beainara aa ce MOCTaBH KANAYKATA H J1a C€ 3aTBOpU OlIaKOBKaTa.

IponenxuTeNHOCT Ha IeYEeNHeTo

Bcako mo-npogpmkuTento neuenne ¢ xoMeonaTnueH ICKapCTBCH NPOXYKT TPAOBA Aa ce KORTPOIMpa
OT JICKAp C OIUT B XOMEONATUATY, THH KaTo MpH H3Noq3BaKe Hes BalCHH YKa3aHWA MOTaT fa HACTHIIAT
HEXCNAHH PeaKIiHi.

AKO CHMITOMHUTE CE BAOILABAT WK NICPCHCTHPAT NOBEYE OT 2-3 THH, WIH Ce TOABAT HORY CHMITTOMK
KaTO 3aMBIVICHO BHAAHE WK ONKa B OUMTE, ¢ HEOGXOMIMMO JICUEHHETO A2 C€ MPEYCTAHOBH U Aa Ce&
HAapaBH KOHCYITALMSA C JIeKap.

4.3 poruponokasanus

CBPBXYYBCTBHTENHOCT KBM AKTHBHHTE BEIICCTBA MM KBM HAKOS OT NOMOMIHHTE BEIeCTBa,
H30poeHu B To4yka 6. 1.

4.4 ChneuuanHmn npeaynpexaeHns n HpeanasHH MepKH NPH YNoTpeda

AKO NALMEHTHT CTpana OT KATapaKTa W [M1ayKoMa, SpYry 3a00NSBaHuA, ATEPrHE WIH IpHEMa ApYyTH
JICKApCTE, C& NPETIOPBYBA IPENBAPUTENTHA KOHCY.ITALHS C MEOUUHHCKH CIIELHATHUCT.

IIspBonayanoe o6ocrpaue
[lpu usnmon3Bame Ha XOMeoNaTmdHy JICKapCTBCHH MPOAYKTH, ITBPBOHAYANHO CHMIITOMHTE MOTaT Oa

CTAHAT I10-H3PA3eHH 33 KPAThK MEPHOJ OT Bpeme (mepBOHavanHo oGocTpaune). Takupa peakuny nati-
YecTo ca 0e300MIHM.

AKO BCE NaK OTUTaKBAHHATA He HAMaNCAT, H3Moa3BaHeTo Ha CuMunacan Mpaii At Tpabaa na ce crpe,
AOKATO 000CTPsHETO HE npemune. Cnen OT3BYHaBAHE HA MbPBATA PEAKUHA JIEKAPCTBEHHAT MPOAYKT
MOXC OTHOBO Aa ce npwiara. [IpH NOBTOPHO 3acHBaHE Ha OIUIaKBaHMATA, ynoTpebaTa Ha npoaykTa
TpabBra na ce npexparn.

Konraxkruu Jemmn
ITpu BB3naneHue Ha OKOTO, H¢ C€ MpPENOPBYBA HOCEHES HA KOHTAKTHH neu. Bee max, ako ToBa ce

Hamnara, € HeOOXOIUMO KOHTAKTHHTE JIELUH Aa Ce OTCTPaHAT NPeAN Aa H3II0A3BaTe KANKHM 33 OYM W 1a
CE MOCTABAT OTHOBO HAH-PaHo 15 MUHYTH cien NpHUAAraHe Ha JeYeHHero.

45  BsanmogeiicTBure ¢ Apyry JAE€KAPCTBEHH NPOAYKTH H APYTH OPMK Ha B3IZHMOLeHiCTBHE

He ca npoBexaany npoyusanus 3a B3aUMOAeHCTBUATA.
Hsama chobmieHus 3a MeauIMHCKO 060CHOBANK HECHBMECTHMOCTH.

4.6 PeprrInNTeT, 6pEMEHHOCT H KbhpMeHe

Hama nanuu npu wsnonseare mo BPEME Ha OpeMeHHOCT MM KEPMEHE.
He ce ouaxea HeGnaronpusren e EKT IpH M3NoN3BaHe 10 BpeMe Ha OpEeMEHHOCT WM KbpMeHe.

4.7  EdexTn pupxy cnocobuocrra 32 mogHpane u padora ¢ MalIKHK

Cumunacan Mpait At He MOBIMABE MM MOBIMIBA MPEHEOPEKUMO CIOCOGHOCTTA 33 ImodupaHe H
paboTa ¢ MamMHYy.

4.8 Hexenanu JexapcTBenn peakumn

IIpu ynorpe6a va Camunacan Apait Al B ChOTBETCTBHE C NPEANIHCAMMATA He Ce OUAKBAT CONHOS
HEOKCIaHH pakupd. B m3onupann Cnyyal Morar na

CBPBXYYBCTBHTETHOCT, IPOABABALIH CE& KATO napeHe, ApasHeHe, |
oumre. Ilopamy XOMEONMATHUHOTO ecTecTBO (KaYeCTBEHO, a He KOMMYECTBEHO) Ha / hed
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JACKAapCTBECHHA NPOAYKY, HAMA 3aBHCHMOCT MCKAY HEXCIAHUTE peakuHH H A03dTa, pCKHMa HA
AO3HPAHE U TIPOABJDKHTETHOCTTS Ha JCYEHHUETO.,

Cnobiagane Ha HOAO3MPAHH HEKETAHH PEaKLIHH

C1001IaBaHETO Ha TOJO3MpPaHM HEXENaHH Peakiiu ciien paspewiaBaHe 3a ynorpeba Ha JieKapCTBSHMA
TIPOLYKT ¢ BakHO. ToBa no3BonABa Aa MPOALIXM HAGMONEHMETO HA ChOTHOINEHHMETO [I0/133/PHCK 3a
ICKAPCTBCHHA  NPOAYKT. OT MERVUMHCKUTE COENMHANHCTH Ce M3MCKBA 1a choOmiaBar BCAKa
[TOA03HpaHa HEXENaHa peakLIHA Ype3 HALIMOHATHATA CUCTEMA 33 ChODIIABAHE:!

M3nenavTenHa areds no JIeKapcTBaTa

yn. ,JAamaa I'pyen” Ne§,

1303 Codua,

TeN: +35928903417,

yeOcaiT: www.bda.bg.

4.9 IIpeaosupane

Henpwioxumo. IMopagu XoMeoNaTHuHOTO eCTeCTBO (ka4ecTBEHO, a He KOJHYECTBEHO) Ha AelicTBHe
Ha JICKapCTBCHWA NpPONYKT, HAM2 DPHCK OT NPENO3HpaHe W MOTEHUMAT 33a 3aBUCHMOCT WITH

310ynoTpeba.
S, DAPMAKOJOIHIYHH CBOHCTEBA

3.1 PapMaKOAHHAMHYHH CBOIiCTBA
DapMakoTepaneBTHYHA rPyNA: APYTH TepaNeBTHIHH npoaykt, ATC xox: VO3AX

Cumunacan Ipait Al e xomeonaruden JIEKapCTBEH MPOAYKT.

TepanebTHyHHTEe NoOKasaHMs Ha TO3H JICKapCTBEH IIPOOYKT C€ OCHOBABAT HA TPaOUIIHOHHATA
XOMEOIIaTHYHa YNoTpeda Ha HErOBUTE CHCTABKM.

5.2 ®apMaKOKHHETHHM CBOHCTBA

Henprnoxumo.

3.3 IIpeaxnuaugynn nanew 32 GezonachocT

Henpunoxumo.

6. ®APMALIEBTHYHH JAHHH

6.1 COHCbK HR NOMOIIHHTE BeUICCTBA

Harpues uurpat
Harpues Tetpabopar
bopHa kucenuHa
Cpebspen cyndar
Bucokonpeuncrena sona.

0.2 HecrBMecTUMOCTH
Herpunosxumo.
6.3 Cpox Ha roguoer

3 rOIUHH
Cnen nepBo oTRapsHe: 3 Meceua




6.4 Crensanyy NpeqnasHH MePKH 33 CHXPaHEHHe
To3u IeKapcTBEH NPOMYKT HE M3UCKBA CIICLHATHY YCIOBHA HA ChbXpaHeHHe,
6.5 BHA H ChABLPKAHHE HA OITAKOBKATA

Kadsapa cTbkneHa 6ytunxa tun II1 (10 ml), ¢ Gesusered KOMOHHHpaH arutHkatop-kankomep LDPE u
Gsita kammayka ot PP, 3amgurena oT OTBapAHE OT Aella.

6.6 ChrennanHy NpeanasHn MepKH NpH H3XBBPJISHE
Heusnon3paHuaT 1EKapCTBEH MPOAYKT WM OTHATBYHHTE MaTepHaIH OT Hero TpA0Ba fa C¢ H3XBEPIAT

B CBOTBETCTBHUE C MECTHHTE H3IHCKBAHHMA.

7. HPHUTEXATEJ HA PAZPEIIEHUETO 3A YHHOTPEEBA

MM @apma Ceperc EOO
yia. Pogonn Ne 65, er. 4, an.6

rp. Ilnosous 4000
Brnrapus

8. HOMEP HA PASPEHMIEHHETO 3A YIIOTPEBA

9. AATA HA ITBbPBO PASPEIIIABAHE 3A YIHOTPEBA/TIOAHOBSABAHE HA
PAPEIIEHHETO 3A YIIOTPEEA

10.  JATA HA AKTYAJHM3HPAHE HA TEKCTA




